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DETAILED ACTION 


1 . This Office Action is responsive to the Amendment filed March 6, 2006. Claims 
1-4, 6-1 1 , and 22-29 are now pending. The Examiner acknowledges the amendments 
to claims 1,8, 22,25 and 28. 


Claim Objections 

2. Claims 1 and 8 are objected to because of the following informalities: at line 4 of 
claim 1, a comma should follow "process." At line 17 of claim 18, "outersurface" should 
be deleted. At line 6 of claim 28, "expandible" should read -expandable-Appropriate 
correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. Claim 1 positively recites a tube segment that has radioactive 
material "substantially uniformly disbursed throughout its structure." Whereas the 
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original disclosure fails to teach such a feature, only claims 8 and 22 were amended to 
obviate the rejection under 35 USC 112, first paragraph, as set forth in the Office Action 
mailed 30 November 2005. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 22-24 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. At claim 22, line 17, the pronoun "its" renders the 
claim indefinite because one cannot be certain whether it refers to the luminal structure 
or the tube segment. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

8. Claims 1, 3, 8, 7, 10 and 22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Klein ('284). Klein teaches an apparatus for radiation treatment of an 
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internal body lumen. The apparatus includes a balloon catheter 34 having an inflatable 
balloon 32 and a tube segment. The tube segment is defined as the radiation-emitting 
terminal portion of catheter 10, which is consistent with the disclosure of the instant 
application at page 9, lines 1-4. The entire tube segment is adapted to be longitudinally 
slid over, carried by and cover the balloon. The radiation-emitting tube segment is 
substantially the same length as the balloon (see at least Figures 5-8). The tube 
segment includes a radioactive material 30,302 that is mixed with a non-radioactive 
material 38 (col. 24, lines 65-67). The radioactive material is uniformly disbursed 
around its entire circumferential extent throughout the structure of the tube segment 
formed by the radiation-emitting terminal portion of catheter 10, and particularly when 
considered longitudinally. The tube segment can be an expandable and collapsible 
material (col. 5, lines 6-18), such that the tube segment is expandable in a range of 
sizes and the entire shape of the tube segment is determined by the shape of the 
balloon as the balloon inflates to expand the segment and deflates to collapse the 
segment. Embodiments of the tube segment are formed of an elastomeric material that 
covers the balloon substantially entirely during inflation (col. 12, lines 35-39 and Figs. 5- 
6). The outer surface of the tube segment is exposed to come into direct contact with 
the luminal structure. In operation, the balloon catheter 34 is inserted into the body 
lumen; the radioactive tube segment at the terminal portion of catheter 10 is 
longitudinally slid over the balloon catheter 34 such that the tube segment including the 
radioactive material 30,302 is disposed over the balloon 32; the balloon 32 is inflated 
with fluid to expand the tube segment and administer a radiation dose to the luminal 
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structure; the balloon 32 is deflated and the tube segment collapsed; and the balloon 
catheter 34 and tube segment are removed from the luminal structure. 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claims 2 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Klein ('284) in view of Hess ('168). Klein teaches all of the limitations of the claims 
except that the radioactive material is in the form of a coating on the tube segment. It is 
well known in the art that a non-radioactive material can be provided with radioactive 
characteristics by coating the non-radioactive material with a radioactive material. Hess 
teaches a stent 74 which is coated with a radioactive material in order to assist in 
preventing restenosis of an artery. It would have been an obvious engineering design 
choice to one skilled in the art at the time the invention was made to make a radioactive 
tubular segment similar that of Klein by coating a tubular segment with a radioactive 
material in view of the teachings of Hess in order to produce a tube that is radioactive at 
its distal end. 

1 1 . Claims 4 and 1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Klein ('284) in view of Lewis et al. ('552). Klein teaches all of the limitations of the 
claims except that the tube segment includes a non-radioactive material into which is 
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absorbed radioactive material. Lewis et al. teach that it is known in the art to make 
intra-luminal radiation devices of a non-radioactive material into which is absorbed 
radioactive material. It would have been an obvious engineering design choice to one 
skilled in the art at the time the invention was made to make a radioactive tubular 
segment similar that of Klein by absorbing radioactive material into a non-radioactive 
material in view of the teachings of Lewis et al. in order to produce a tube that is 
radioactive at its distal end. 

12. Claims 6, 23 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Klein ('284) in view of Fischell et al. ('282). Klein teaches all of the limitations of 
the claims except that the tube segment is adhesively attached to the balloon and that 
the balloon is inflated with a gas. Fischell et al. teach a catheter having an expandable 
radioactive source. The catheter includes a balloon 14 with an expandable, elastic 
radioactive tube segment 16 adhesively attached to the balloon 14 by an outer balloon 
15 which is heat sealed (shrunk) to the inner balloon (col. 5, lines 2-6). The balloon 14 
is inflated with a carbon dioxide gas to bring the tube segment into proximity to a luminal 
structure (col. 6, lines 51-53). It would have been obvious to one having ordinary skill in 
the art that since the radioactive source 16 is expandable and elastic, the dosage per 
surface area of the source would inherently be different in an inflated state than that of 
the unexpanded state. It would have been obvious to one having ordinary skill in the art 
at the time Applicant's invention was made to adhesively attach the tube segment to the 
balloon of a radiation treatment device similar to that of Klein in view of the teachings of 
Fischell et al. in order to ensure proper positioning of the expandable radioactive tube 
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segment with respect to the balloon. It further would have been obvious to one having 
ordinary skill in the art at the time Applicant's invention was made to use a carbon 
dioxide gas as an inflation medium in view of the teachings of Fischell et al. in order to 
inflate the balloon catheter of a device similar to that of Klein as an obvious engineering 
design choice, merely substituting one known inflation medium for another that is 
capable of performing the same function. 

13. Claims 25-27 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Roubin et al. ('257) in view of Klein ('284). Roubin et al. teach a minimally invasive 
medical device for providing radiation treatment in the vicinity of a luminal structure (see 
Figure 5). The tube segment 59 includes radioactive material 63 for producing radiation 
for treating a disease process. The tube segment has varying concentrations of 
radioactive material for producing a radiation dose that varies at least axially and 
longitudinally along the tube segment. The tube segment 59 has substantially equal 
wall thickness along its longitudinal length (see Figure 5). However, Roubin does not 
disclose a tube segment being made of expandible and collapsible material. Klein 
teaches an apparatus for radiation treatment of an internal body lumen. With respect to 
claim 25, the device of Klein contains a tube segment or sleeve 10 which is expandible 
and collapsible based on the elastomeric properties of the material from which it is 
produced (col. 5, lines 6-18). Furthermore, the expandible and collapsible nature of the 
Klein device allows the device to be transported in a low profile configuration and 
subsequently expanded to provide treatment of a desired location. Therefore, it would 
have been obvious to one having ordinary skill in the art at the time Applicant's 
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invention was made to incorporate the expandible and collapsible material of Klein to 
the tube segment of Roubin for surgical techniques which involve invasively delivering 
radioactive material through a body passageway. 

14. Claims 28 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Roubin et al. ('257) in view of Pflueger ('038) and further in view of Klein ('284). 
Roubin et al. teach a minimally invasive medical device for providing radiation treatment 
in the vicinity of a luminal structure (see Figure 5). However, Roubin does not disclose 
a tube segment being made of expandible and collapsible material. Klein teaches an 
apparatus for radiation treatment of an internal body lumen made of an expandible and 
collapsible material; see rejection supra. Pflueger teaches that a balloon catheter 12 
including a shaft and an inflatable balloon 30 may be inserted maneuvered through the 
lumen of a tubular catheter in order to secure the positioning of the catheter within the 
body. However, Pflueger does not disclose a tube segment having material for 
producing a radiation pattern. Klein teaches an apparatus for radiation treatment of an 
internal body lumen having a tube segment or sleeve 10 for producing a radiation dose 
that varies at least longitudinally and axially, and is expandible and collapsible based on 
the elastomeric properties of the material from which it is produced (col. 5, lines 6-18). 
It would have been obvious to one having ordinary skill in the art at the time Applicant's 
invention was made to use a balloon catheter similar to that of Pflueger as the 
guidewire, in a tube segment similar to that of Roubin et al., and comprising the 
expandable and collapsible material of Klein, in order to anchor the tube segment at a 
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desired treatment position and provide a material which can adapt to the conformation 
of passageways within the body. 

Response to Arguments 

15. Applicant's arguments filed March 6, 2006 with regard to claim rejections under 
35 (JSC 112, first paragraph, have been fully considered and are not persuasive. The 
language of claim 1 positively recites "substantially uniformly disbursed throughout its 
structure." Applicant states that this limitation was deleted from claim 1; however, no 
such amendment has been made. Further regarding claim 1 , Applicant contends that 
claims 1, 8 and 22 have been amended to recite a polymer; however, no such 
amendment was made. 

16. Applicant's arguments filed March 6, 2006 with regard to claim rejections under 
35 USC 112, second paragraph, have been fully considered and are persuasive. The 
rejection of claims 1-4, 6 and 7 under 35 USC 112, second paragraph, has been 
withdrawn. 

17. Applicant's arguments filed March 6, 2006 with regard to the claim rejections 
under 35 USC 102(e) citing Klein have been fully considered but are not persuasive. 
Applicant contends that the Klein reference does not disclose "providing a radiation 
pattern which is uniform around its entire circumferential extent." However, this 
argument is not persuasive. Klein discloses a separate embodiment exemplifying a 
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uniform radiation pattern around its entire circumference as depicted in Figs. 19 and 
20A. The invention incorporates a guidewire 114 and a secondary radiation source 115 
positioned within the lumen of the balloon catheter to provide circumferential radiation 
dose distribution at a vessel wall (col. 17, lines 26-37). Thus, the Examiner contends 
that not only does Klein substantially disclose this teaching, but the tube segment of 
Klein is arranged in such a way that the angle of emission of the radioactive material 
achieves "a uniform radiation distribution around its entire circumferential extent." 
These arguments remain not persuasive. 

18. Applicant's arguments filed March 6, 2006 with respect to the rejection of claim 
25 under US 102(b) citing Roubin et al. ('257) have been fully considered but are moot 
in view of the new grounds of the rejection set forth above, citing Roubin et al. in view of 
Klein ('284). 

19. Applicant's arguments filed March 6, 2006 with respect to the rejection of claim 
28 over Roubin et al. ('257) in view of Pflueger ('038) have been fully considered but are 
moot in view of the new grounds of the rejection set forth above, citing Roubin et al. 
('257) in view of Pflueger ('038) and further in view of Klein ('284). 

Conclusion 

20. Applicant's amendment necessitated the new grounds of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

21 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine Hopkins whose telephone number is (571) 

272- 9058. The examiner can normally be reached on M-F (7:00-3:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles A. Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Christine Hopkins 

Examiner 

Art Unit 3735 


